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WLLIAME. SMTH, United States District Judge.”’

| . | nt roducti on

Thi s case invol ves an effort by the State of Maine to | everage
its market power as a mmjor purchaser of pharnmaceuticals (in its
role as adm nistrator of the Medicaid programin Miine), to force
t he suppliers of these drugs to | ower their prices for non-Medicaid
eligible (but neverthel ess quite poor) citizens of Mine.

This case has a considerable history. In 2000, the State of
Mai ne (“the State” or “Maine”) developed a plan to address the
difficult problem created by the spiraling costs of prescription

drugs, and the burden placed upon its poor citizens as a result of

" O the District of Rhode Island, sitting by designation.



these high costs.? Passage of Maine Rx precipitated this
l[itigation, which began before Judge D. Brock Hornby in the
District Court of Maine. After Judge Hornby issued an injunction
preventing inplenmentation of Maine Rx, the case worked its way up
to the United States Suprene Court. Utimately the Suprene Court,
affirmng the First Crcuit, reversed the injunction and remanded
the case to the District Court for further proceedings. The case
has been transferred to this witer as a result of the recusal of
Judge Hornby and the other judges in the District of Mine.

In its review of the case, the Suprene Court issued five
wi dely divergent opinions. Subsequent to the Court’s ruling, the
State substantially revised Maine Rx. Thus, the plan this Court
now has before it for reviewon the present notions is not the sane
pl an that the Suprene Court so pai nstakingly exam ned. As a result
of the changes to Maine Rx, the State nowcontends inits Mitionto
Dismss that the case is no longer ripe for review The Plaintiff
-- Pharmaceutical Research and Manufacturers of Anmerica (“PhRVA"),
a trade association representing nmanufacturers that account for
nmore than seventy-five percent of brand name drug sales in the
United States -- in contrast, takes its cue from the concurring

opi ni on of Justice Breyer and noves this Court to send the question

! The plan was originally entitled the “Maine Rx Program” In
2001, as will be discussed in nore detail below, the plan was
anended significantly and renamed the “Maine Rx Plus Program’
This Court will refer to these prograns generically as “the Plan,”
and specifically as “Maine Rx” or “Maine Rx Plus.”
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whet her Maine Rx Plus is consistent with the requirenents of the
Medi caid statute to the Secretary of the U S. Departnment of Health
and Human Services (“the Secretary” or “HHS’). While the history
of the case is long and tortured the notions before this Court can
be disposed of in straight-forward fashion: The question at the
heart of the matter is whether PhRVA's clai mthat the Maine Rx Pl us
Program is preenpted by federal law is ripe for review at this
time. This question nmust be exam ned t hrough the prismof both the
statutory and regul atory framework of the Medicaid Act, as well as
the opinions of the Suprenme Court Justices. In the end, it is
quite clear that PhRVA'a claimis not ripe for review and nust be
di sm ssed.

1. Background
A Medi caid General ly

“In response to increasing Medicaid expenditures for
prescription drugs, Congress enacted a cost-saving neasure in 1990
that requires drug conpanies to pay rebates to States on their

Medi cai d purchases.” Pharm Research & Mrs. of Am v. Wil sh, 538

U S 644, 649 (2003) (internal footnote omtted). “Over the |ast
several years, state | egislatures have enacted suppl enental rebate
progranms to achi eve additional cost savings on Medicaid purchases
as well as for purchases nade by other needy citizens.” 1d. In
negoti ating rebates with the pharmaceutical conpani es, one of the

negotiating tools statutorily available to state governnent is the



use of a “prior authorization” schene.? Wen a particular drug is

subject to prior authorization, before a doctor can prescribe that

2 The concept of prior authorization, which began as a
practice in sonme states, eventually was codified into federal |aw,
as the Court explained in Wl sh:

Prior to 1990, the Medicaid statute did not
specifically address outpatient prescription drug
cover age. The Secretary’s regul ations and guidelines
“set the wupper Ilimts on each State’'s aggregate
expenditures for drugs.” Under plans approved by the
Secretary, sone States designed and adm nistered their
own fornularies, listing drugs that they would cover.
States al so enpl oyed “prior authorization prograns” that
requi red approval by a state agency to qualify a doctor’s
prescription for reinbursenent. . . . These prograns were
not specifically governed by any federal Ilaw or
regul ations, but rather were nade part of the State
Medi cai d pl ans and approved by the Secretary because t hey
aided in controlling Medicaid costs.

Congress effectively ratified the Secretary’'s
practice of approving state plans containing prior
aut horization requirenents when it created its rebate
programin an anmendnent contained in the Omibus Budget
Reconciliation Act of 1990 (OBRA 1990). The new program

had two basic parts. First, it inposed a general
requirenent that, in order to qualify for Medicaid
paynents, drug conpanies nust enter into agreenents
either with the Secretary or, if authorized by the

Secretary, with individual States, to provide rebates on
their Medi caid sales of out pati ent prescription
drugs. . . .

Second, once a drug nmanufacturer enters into a
rebate agreenent, the law requires the State to provide
coverage for that drug under its plan unless the State
conplies with one of the exclusion or restriction
provisions in the Medicaid Act :

Most relevant to this case, Congress allowed States
“as a condition of coverage or paynent for a covered
outpatient drug,” to require approval of the drug before
it is dispensed. Thus, under OBRA 1990, . . . “[a] State
may subj ect to prior authorization any covered out pati ent
drug [subject to certain conditions].”

538 U. S. at 651-53 (internal footnotes and citations omtted).
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drug to a Medicaid recipient and be assured the recipient wll
receive the Medicaid discount, the doctor nust receive prior
authorization from the appropriate governnent representative.
Because this inposes an additional hurdle that stands between the
phar maceuti cal conpany and its potential custoner, and given that
there are usually alternative drugs available that doctors may
prescribe that are not subject to a prior authorization schene,
pharmaceuti cal conpanies are anxious to avoid having their drugs
subj ected to such prior authorization schenes.?

B. The Original Maine Plan (“Maine Rx")

The right to negotiate rebates, in conjunction with prior
aut hori zation schenes, provides states with an effective tool to
| everage their purchasing power in the pharmaceutical market.

During the summer of 2000, Maine enacted its Maine Rx prescription

® This sentinment was expressed in an affidavit submtted on
behal f of PhRMA and quoted by the Suprene Court in Wl sh:

| mposition of a prior authorization [(PA)] requirenent
wth respect to a particular drug severely curtails
access to the drug for covered patients and sharply
reduces the drug’s market share and sales, as the PA
causes a shift of patients to conpeting drugs of other
manuf acturers that are not subject to a PA. Because a PA
i nposes additional procedural burdens on physicians
prescribing the manufacturer’s drug and retail pharnmacies
di spensing it, the effect of a PA is to dimnish the
manuf acturer’ s goodw || that hel ped foster demand for its
drug over conpet i ng drugs pr oduced by ot her
manuf acturers, and to shift physician and patient |oyalty
to those conpeting drugs, perhaps permanently.

538 U.S. at 656 (quoting affidavit of George Bilyk of Janssen
Phar maceutica, Inc.).



drug plan, seeking to do exactly that in an effort to obtain |ess
expensi ve prescription drugs for a greater nunber of its citizens.
2000 Me. Legis. Serv. 786 (S.P. 1026) (L.D. 2599); see Tinothy

Stoltzfus Jost, Pharnaceutical Research and WMunufacturers of

Anerica v. Walsh: The Suprene Court Allows the States to Proceed

w t h Expandi ng Access to Drugs, 4 Yale J. Health Pol’y, L. & Ethics

69, 77 (2004) (“Maine’s program at issue in Walsh, attenpted to
use this lever -- the threat of requiring prior authorization-- to
make di scounts available to all residents of the state who | acked
i nsurance coverage for drugs, regardless of incone.”). The Mine
Rx Program had three primary provisions: (1) it prohibited
profiteering and excessive pricing by drug manufacturers and
created extensive civil penalties for violations; (2) it prohibited
manufacturers from altering their distribution schenes so as to
avoid the application of the Maine law, and (3) it ordered the
Mai ne Conmm ssi oner of Human Services to negotiate with the drug
manuf acturers to provide a rebate which would apply every tine an
uni nsured Maine citizen bought a prescription at a pharmacy in
Mai ne. In order to persuade manufacturers to cooperate in the
rebate program the State created two penalties for failure to
negoti ate rebates: first, the names of those manufacturers that
did not participate were to be nmade public; and second, the drugs

of the non-participating manufacturers would be put on a list of



drugs requiring prior authorization before they could be approved
for Medicaid rei nmbursenent.

PhRVA chal | enged t he Mai ne Rx Programon two grounds: that it
violated the Comrerce C ause and was preenpted by the federal
Medi caid statute. PhRVA sought an injunction against the
i npl enmentation of Mine Rx. Judge Hornby, after a hearing,
concluded that the anti-profiteering provision and the rebate
provision violated the Conmmerce C ause; further, because Mine
could identify no Medicaid-related purpose in the prior
aut horization requirenent, Miine Rx was preenpted under the
Supremacy Cl ause. The Court thus granted a prelimnary injunction
to PhRVA, ordering Maine not to “penaliz[e] manufacturers, by
placing their drugs on prior listing status, for refusing to
negotiate or to pay a rebate to Mine’s Rx program” and
prohi biting Maine “fromseeking to enforce the illegal profiteering
portion of the statute against transactions that occur outside the

State of Maine.” Pharm Research & Mrs. of Am v. Commr, Me.

Dep’'t of Human Servs., No. G v. 00-157-B-H, 2000 W. 34290605, at *7

(D. Me. Qct. 26, 2000), rev'd, 249 F.3d 66 (1st Gir. 2001), aff’d,
538 U.S. 644 (2003).

On appeal, the First Crcuit reversed. Pharm Research &

Mrs. of Am v. Concannon, 249 F.3d 66 (1st Cr. 2001).* Because

4 Maine did not appeal the District Court’s holding that the
anti-profiteering provision was unconstitutional. Concannon, 249
F.3d at 82 n.10. That injunction remains in place, and is nade
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affirmng “the district court’s preenption holding . . . would
invalidate the Act as to all distributors . . . and would obviate
the need to address the Commerce Cl ause,” the court turned to the
preenption issue first.® 1d. at 74. It concluded, however, that
there was “no conflict between the Mine Act and Medicaid s
structure and purpose,” and that, in any event, there was not
enough evidence in the record for PhRVA to neet the difficult
burden, on a facial challenge, of showi ng that Medicaid recipients
would in fact be harnmed by the Maine Rx Program 1d. at 75, 77.
The court thus held “that the Maine Act [wa]s not preenpted by the
Medi caid statute.” [1d. at 79.

Turning next to the dormant Commerce C ause analysis, the
court held that Maine Rx did not constitute a per se violation of
the dormant Conmerce C ause because on its face “the regul ation

only applies to in-state activities.” 1d. at 82; see also id. at

79 (“[A] state statute is a per se violation of the Commerce C ause

when it has an ‘extraterritorial reach.’”) (quoting Healy v. Beer

Inst., Inc., 491 U S. 324, 336 (1989)). Furthernore, because the

| ocal benefits of the Maine Rx Program (i.e., increasing access to

prescription drugs for Miine citizens) appeared to outweigh its

permanent in this Oder.

> Only the prior authorization conponent of the statute’'s
penalty provision was challenged. The public identification
conmponent was not challenged, and the court did not address it.
Concannon, 249 F.3d at 74 n. 4.



burden on interstate comrerce (i.e., the loss of profits incurred
by manufacturers), the court found that the Maine Rx Program did
not on its face inpose an unconstitutional burden on interstate
comerce under the Pike bal ancing test. Concannon, 249 F. 3d at 84;

see Pike v. Bruce Church, Inc., 397 U S. 137, 142 (1970) (“Were

the statute regul ates evenhandedly to effectuate a legitinate | ocal
public interest, and its effects on interstate conmerce are only
incidental, it will be upheld unless the burden inposed on such
commerce is clearly excessive in relation to the putative |oca
benefits.”). Thus, while finding that it was “a close case,” the
court concluded that “the State of Maine should [not] be prohibited
from putting the [Maine Rx Progran into play.” Concannon, 249
F. 3d at 85.

C. The Supreme Court Opinion

The United States Suprene Court granted certiorari, affirmed
the First Crcuit, and issued five separate opinions on the Mine

plan. Wlsh, 538 U S. 644.° First, the Court affirned the First

® For purposes of deciding the present notion, it is not
necessary to deci pher each opinion in great detail, nor evaluate
every nuance regardi ng what the Justices may be saying with respect
to the larger issues potentially involved when states enbark on
pl ans such as the one at issue in this case. Mreover, that task
is not always an easy one. See generally Metronedia, Inc. v. San
Di ego, 453 U S. 490, 569 (1981) (Rehnquist, J., dissenting)
(stating, in response to five separate opinions being issued in
that case, that it was “a genuine msfortune to have the Court’s
treatment of the subject be a virtual Tower of Babel, fromwhich no
definitive principles can be clearly drawmn”). Deconstruction of
the Court’s nyriad opinions for what they may portend for the
future of simlar prograns is a task better left to conmentators.
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Crcuit as to the Commerce Clause claim stating that “the Mine
Act does not regulate the price of any out-of-state transaction,”
and “wi |l not inpose a disparate burden on any conpetitors.”’” I|d.
at 670. Second, a plurality of the Court concluded that the Mine
Rx Programwas not preenpted by the Medi caid statute because it was
not clear that the Plan failed to serve a Medicaid purpose as
required by the Medicaid Act. |d. at 662-63 (opinion of Stevens,
J.). The plurality argued that, on its face, the Plan could be
said to serve three Medicaid-related goals (“provid[ing] nedica

benefits to persons who can be described as ‘nedically needy’'”

potentially reducing future Medicaid expenses “by enabling sone
borderline aged and infirm persons better access to prescription
drugs earlier”; and “[a]voiding unnecessary costs in the
adm nistration of [Maine]’s Medicaid prograni via its schene of

prior authorization). The plurality suggested that in serving

See Stoltzfus Jost, supra, at 82 (setting out three concl usions
that “enmerge from the nultiple opinions when read together”);
Lynsey Mtchel, Miine's Battle in Anerica’s Oher Drug Wir:
Phar maceuti cal Research and Manufacturers of America v. \Walsh, 24
J. Nat’l A Admin. L. Judges 81, 97-108 (2004) (review ng various
parts of Supreme Court’s opinion). For the task at hand, a brief
overview of the opinion will suffice.

" Although this case generated five separate opinions, all
ni ne Justices agreed with the holding of the First Circuit that the
District Court erred in concluding that the Maine Rx Plan viol ated
the dormant Commerce Clause. [d. at 669-70; id. at 670 (Breyer,
J., concurring); id. at 674 (Scalia, J., concurring); id. at 675
(Thomas, J., concurring); id. at 684 (O Connor, J., concurring in
part and dissenting in part).
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these goals the Plan did not *“severely <curtail[] Medicaid
reci pients’ access to prescription drugs.” 1d. at 663-65.
However, the plurality noted that on remand the District Court
m ght well conclude that Miine Rx does not serve a Medicaid
pur pose. Id. at 660 (“[NJo matter how we answer the question
whet her [ PhRVA] ' s showi ng was sufficient to support the injunction,
further proceedings inthis case may lead to a contrary result.”).
The plurality opinion also noted that the view of the Secretary of
HHS would likely be relevant to this determnation. Id.
(“Moreover, there is also a possibility that the Secretary may vi ew
the Maine Rx Program as an anendnent to its Medicaid Plan that
requires his approval before it becones effective.”). Furthernore,
the determnation of HHS would be entitled to a presunption of
validity. 1d. at 661 (“In such event, the Secretary’s ruling would
be presunptively valid.”). Moreover, while the governnent argued,
as an amcus, that Maine Rx violated the Medicaid Act and was
therefore preenpted, the plurality noted this position mght well
change with the further devel opnent of the facts. Id. The
plurality took pains to point out, however, that while HHS “is
likely to take sone action” regarding the Plan, the question
whet her HHS nust approve the Plan, or whether Miine nust request
review, was not before the Court. |1d. at 668 (“W again reiterate

that the question whether the Secretary’ s approval nmust be sought
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before [the] Maine Rx Program may go into effect is not before
us.”).

Justice Breyer wote a concurring opinion in which he argued
that the views of HHS were critical to the evaluation of the
appropriateness of Miine's prior authorization program He
asserted that, since “proper determnation of the pre-enption
guestion w |l demand a nore careful bal ancing of Medicaid-rel ated
harms and benefits,” and since “[t]he Departnent of Health and
Human Services (HHS) . . . is better able than a court to assenbl e
relevant facts . . . and to nmake relevant predictions,” the
District Court should utilize “the legal doctrine of ‘primary
jurisdiction”” to refer the question of costs and benefits of the
Mai ne Rx Programto the Secretary of HHS, upon remand. 1d. at 672-
73 (Breyer, J., concurring). Justice Breyer viewed the role of HHS

as critical to this Court’s resolution of the ultinmte question

whet her Maine Rx served a Medicaid purpose. Mor eover, Justice
Breyer, |like the plurality, noted that a determ nati on by HHS woul d
be presunptively valid and woul d be entitled to deference. 1d. at

672 (“[T]he law grants significant weight to any | egal concl usion
by the Secretary as to whether a program such as Miine's is

consistent with Medicaid s objectives.”) (citing Chevron U S A

Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837 (1984)).

Justice Scalia authored a short concurring opinion in which he

argued, as to the preenption claim that the proper “renedy for the
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State’s failure to conply with the obligations it has agreed to
undert ake under the Medicaid Act is set forth in the Act itself:

term nation of funding by the Secretary of the Departnent of Health

and Human Services.” 1d. at 675 (Scalia, J., concurring) (internal
citations omtted). Thus, PhRVA “nust seek enforcenent of the
Medi caid conditions by [HHS] -- and nay seek and obtain relief in

the courts only when the denial of enforcenent is ‘arbitrary,
capricious, an abuse of discretion, or otherw se not in accordance
with law.’” 1d. (quoting 5 U S.C. §8 706(2)(A)).?

Justice Thomas wote a | engthy concurrence, in which he stated
that he did “not believe that ‘further proceedings in this case may
lead to a contrary result’” (as had been suggested by the
plurality), and that “[i]t is clear fromthe text of the Medicaid
Act and the Constitution that petitioner’s pre-enption and negative
Commerce Cl ause clains are without nmerit.” 1d. at 675 (Thomas, J.,
concurring). Justice Thonmas pointed out that “[t] he Medicaid Act
represents a delicate bal ance Congress struck between conpeting
interests — care and cost, mandates and flexibility, oversight and
di scretion.” Id. at 676. This “conprom se[] enbodied in the
Medi cai d Act,” noreover, highlights “the inpossibility of defining

‘purposes’ in conplex statutes at such a high |l evel of abstraction

8 Justice Scalia s opinion does not nake clear how PhRMA is
supposed to “seek enforcenent of the Medicaid conditions” by HHS.
Resolution of this question, however, is not essential to this
Court’s ultimte determ nation of the matter before it.
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and the concom tant danger of invoking obstacle pre-enption based
on the arbitrary selection of one purpose to the exclusion of
others.” 1d. at 678. Furthernore, Justice Thomas echoed Justice
Scalia in pointing out that “State plans that do not neet [the
Medi caid Act’s] requirenents are to be defunded by the Secretary --
they are not void under the Supremacy Clause.” |d. at 680 n.3. To
hol d ot herwi se woul d noot the Secretary’ s “pre-enptive authority,”
explicitly delegated by Congress. 1d. at 679. Finally, Justice
Thomas anal ogi zed the present case to a third-party beneficiary
claim He pointed out that “[t]he Court has stated that Spending
Cl ause legislation “is nuch in the nature of a contract,’” and thus
there are “serious questions as to whether third parties [like
PhRVA] may sue to enforce Spending C ause |egislation -- through

pre-enption or otherwise.” 1d. at 682-83 (quoting Pennhurst State

Sch. and Hosp. v. Halderman, 451 U.S. 1, 17 (1981)).

Justice O Connor, joined by Chief Justice Rehnquist and
Justice Kennedy, dissented in part. 1d. at 684. The dissenters
agreed wwth the plurality that under the Suprenmacy C ause, “States
may not i npose on Medicaid beneficiaries the burdens of prior
aut hori zation in the absence of a countervailing Medicaid purpose,”
but disagreed “that the District Court abused its discretion in
enjoining [Maine] from inposing prior authorization.” 1d. The
di ssenters apparently did not view the role of HHS as central to

the determnation whether the Plan served a Medicaid purpose,
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believing the District Court could (and did) properly make that
assessnent .

D. The New Mai ne Plan (“Mine Rx Plus”)

Havi ng successfully defeated PhRVA's effort to sustain the
prelimnary injunction, Mine neverthel ess chose to anend t he Mi ne
Rx Programfor reasons that are not entirely clear fromthe record,
but whi ch may have been i ntended to respond to sone of the concerns
raised by PhRVA in its original Conplaint, see Meg Haskell, Mine

Rx Plus ready to roll: 275,000 eligible for discount drugs, Bangor

Daily News, Jan. 14, 2004, at Al (“G ven the go-ahead, the state in
June announced the fine-tuning of the programin response to sone
of PhRMA's concerns and renaned it Maine Rx Plus.”). Maine Rx was
anmended to provide that prior authorization shall only be inposed
“to the extent [DHS] determnes it is appropriate to do so in order
t o encourage manufacturer and | abel er participation in the program
and so long as the additional prior authorization requirenments
remain consistent with the goals of the MiineCare program and the
requi renents of the federal Social Security Act.” M. Rev. Stat.
Ann. tit. 22, § 2681(7) (2004). PhRMA, in response, anended its
Complaint to renove its Commerce Cl ause challenges to Miine Rx
Plus’s rebate provisions, and add a Suprenacy C ause chall enge
all eging Maine was required by federal law to submt its Plan to
HHS for review (Pl.”s Am Conpl. at 11.) Fol |l ow ng the

suggestion of Justice Breyer, PhRVMA then filed a Motion for Primary
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Jurisdiction Referral, requesting this Court to refer to HHS the
guestion “whether the Miine Rx Program is consistent with the

federal Medicaid program” (Pl.’s Mot. for Prim Jurisd. Ref.)

Def endants responded with a Motion to Dismss Counts |, Il, IV and
VI ®

I11. Analysis

A Standard of Revi ew

Pursuant to Federal Rule of Cvil Procedure 12(b)(6), this
Court nust determ ne whether the Conplaint states any clai m upon
which relief could be granted. See Fed. R Gv. P. 12(b)(6). 1In
so doi ng, the Court accepts all well-pleaded factual assertions as
true and draws all reasonable inferences fromthose assertions in

the Plaintiff's favor. See Aybar v. Crispi n-Reyes, 118 F. 3d 10, 13

(st Cir. 1997). A plaintiff is “required to set forth factua
al l egations, either direct or inferential, respecting each materi al

el ement necessary to sustain recovery under sone actionable | egal

® Specifically, the clainms in PhRVA's Arended Conpl ai nt are as
follows: Count | alleges that the prior authorization provision of
Mai ne Rx Plus violates the Suprenmacy O ause; Count |1 alleges that
this sanme prior authorization provision constitutes a material
change to the State’s Medicaid program requiring approval by HHS
and that failure to obtain such approval violates the Supremacy
Cl ause; Count |11 alleges that the anti-profiteering provisions of
Mai ne Rx Plus violate the Cormmerce Cl ause; Count IV alleges that
the anti-retaliation provision of Mine Rx Plus violates the
Commerce Clause; and Count VI brings clainms against the
Comm ssi oner of DHS and the Maine Attorney General under 42 U. S. C.
§ 1983. Count V of the original Conplaint was dropped and not
repl aced. Defendants do not challenge the prelimnary injunction
that remains in effect as to Count I1l1. (Defs.” Mot. to Dism ss at
1.)
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theory.” Gooley v. Mbil Ol Corp., 851 F.2d 513, 515 (1st Gr.

1988) .

B. Counts | & Il — Prior Authorization, the Supremacy
Cl ause, and Ri peness

PhRVA argues that the prior authorization schene enpl oyed by
t he Mai ne Rx Plus Programviol ates the Suprenmacy Cl ause because it
(1) harnms Medicaid beneficiaries, and (2) constitutes a materi al
change requiring HHS approval , which approval has not been sought.
Mai ne contends that PhRVMA's claimis not ripe for review because
the Maine Rx Plus prior authorization scheme has not yet been
i npl enented, and Maine has no present plans to do so.
Specifically, Maine points to the anendnent in Mai ne Rx Pl us, which
changed a mandatory prior authorization schene, see 2003 Me. Laws
494, 8 5 (reciting text of original statute: DHS “shal | i npose
prior authorization requirenents”), to a discretionary one, see M.
Rev. Stat. Ann. tit. 22, 8§ 2681(7) (2004) (adding the words: “to
the extent the departnment determines it is appropriate”). In
addition, Maine points to the rules pronulgated by DHS for
i npl enentation of the revised program which set forth that the
i ncentive for manufacturers to enter into rebate agreenents is that
they will receive a “preferred designation” in Maine Rx Plus. Code
M. R 8§ 3.08(C) (2004). The Comments of DHS to these rules
el aborate that: “The only consequence provided by the rule for
[ manufacturers that refuse to enter into rebate agreenents] is that

they may not earn a “preferred” designation in Mine RX
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Plus . . . . [T]he rule does not provide for the use of prior
aut hori zation for drugs rei nbursed through Maine Rx Plus.” (Defs.
Mt. to Dismss, Ex. B (Summary of Comrents, Chapter 104, Section
3, Miine Rx Plus Benefit, at 9) (enphasis 1in original).)
Furthernore, the letters sent to manufacturers seeking to negotiate
a rebate make no nention of prior authorization. (Defs.” Mdt. to
Dismss, Ex. C(Letter fromWal sh to Pharmaceuti cal Manufacturer of
3/11/04).) Finally, Mine references representations it has made
orally and inwiting tothis Court to the effect that it would not
seek to inplenent the prior authorization schene before first
seeki ng HHS approval and receiving a decision thereon.® (Defs.
Mot. to Dismss at 7.)

In effect Maine argues that by enacting Maine Rx Plus it has
rendered PhRMA' s Conpl ai nt unri pe. Sone courts have rejected

simlar attenpts by parties to render a case unripe. See Ml am

Makua v. Runsfeld, 136 F. Supp. 2d 1155, 1161 (D. Haw. 2001)

(“Ripeness is an elenent of jurisdiction and is neasured at the

1 PhRVA points out that there is nothing binding about these
representations. This is true. Thus, the Court may not accord any
weight to these representations, but sets them forth in the
i nterest of conpl eteness. It bears noting that at oral argunent
the Court inquired as to why the State has not bound itself to this
representation by statute or regulation. The State replied that
its “federalisni concerns have precluded it fromdoing so. (Tr. at
14.) \atever the notivation, the inpact for purposes of this
nmotion is sinply that the State retains the authority to put prior
aut hori zation into place, wthout first seeking approval of HHS, at
any tinme it chooses. Its representations to the contrary do
not hing to change this.
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time an action is instituted; ripeness is not a noving target
affected by a defendant’s action.”). However, in a declaratory
judgnment action such as this, the controversy must renmain ripe

t hroughout the course of the proceeding. See Steffel v. Thonpson,

415 U. S. 452, 459 n.10 (1974) (“The rule in federal cases is that
an actual controversy nust be extant at all stages of review, not

merely at the tine the conplaint is filed.”); see also Travelers

Ins. Co. v. OQousek, 72 F.3d 1148, 1154 (3d Cr. 1995) (“[R]i peness

requires that the threat of future harm nmust remain ‘real and
i mredi ate’ throughout the course of the litigation.”) (quoting

Salvation Arny v. Dep’'t of Cnty. Affairs, 919 F.2d 183, 192 (3d

Cir.1990)).

The basic rationale of the ripeness doctrine “is to prevent
the courts, through avoidance of premature adjudication, from
ent angl i ng thensel ves i n abstract di sagreenents over adm ni strative
policies, and also to protect the agencies from judicial
interference until an adm nistrative deci sion has been formalized
and its effects felt in a concrete way by the chall enging parties.”

Abbott Labs. v. Gardner, 387 U.S. 136, 148-49 (1967), overrul ed on

ot her grounds, Califano v. Sanders, 430 U.S. 99, 105 (1977). *“The

problemis best seen in a twofold aspect, requiring [the Court] to
eval uate both the fitness of the issues for judicial decision and
the hardship to the parties of w thhol ding court consideration.”

Id. at 149.
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“Under the ‘fitness for review inquiry, [the Court shoul d]
consi der whet her the i ssue presented is purely |l egal, as opposed to
factual, and the degree to which any chall enged agency action is

final.” WR Gace & Co. v. United States Envtl. Prot. Agency, 959

F.2d 360, 364 (1st Cr. 1992). “Perhaps the nost inportant
consideration in determining whether a claim is ripe for
adjudication is the extent to which ‘the claiminvolves uncertain
and contingent events that may not occur as anticipated, or indeed

may not occur at all.’” Lincoln House, Inc. v. Dupre, 903 F.2d

845, 847 (1st Cr. 1990) (quoting 13A Wight & MIller, Federa
Practice and Procedure § 3532.2, at 141 (1984)).

Determ ning whether Miine's prior authorization schene
imperm ssibly conflicts wth Medicaid woul d i nvol ve a bal anci ng of
the inpedinents Miine' s prior authorization schenme inposes on
Medi caid recipients’ ability to obtain prescription drugs with the
benefit to Medicaid as a whole. See Walsh, 538 U S. at 664-65
(opinion of Stevens, J.) (“The fact that the Maine Rx Program may
serve Medicaid-related purposes . . . would not provide a
sufficient basis for upholding the programif it severely curtailed

Medi cai d reci pients’ access to prescription drugs.”); see also id.

at 672 (Breyer, J., concurring) (“proper determ nation of the pre-
enption question will demand a nore careful bal ancing of Mdi cai d-
rel ated harns and benefits”). Determ nation of this question would

require a careful and detailed factual inquiry.
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Mai ne argues that where no prior authorization schenme has been
i npl enented, there are no facts for this Court to use to make the
assessnment. PhRVA counters that “no further adm nistrative action
or clarification is necessary or required for the Court to
determine, or the U S. Departnent of Health and Human Services
(“HHS") to assess, whether the [Maine] Programis consistent with
or preenpted by the Medicaid statute.” (Pl.’s Opp. at 2.) PhRVA
bases this argunment in part on the fact that “HHS has never
permtted a state to anend its Mdicaid plan to extend drug
benefits to non- Medi caid individual s whose i nconmes exceed 200% of
the federal poverty level (‘FPL)”; thus Miine's program “which
uses Medicaid | everage to conpel manufacturers to nmake paynents to
fund non- Medi caid benefits for individuals wth incomes up to 350%
of the FPL, see Me. Rev. Stat. Ann. tit. 22 8 2681(2) --— is
presunptively illegal.” (Pl.’s Opp. at 2.)

“Fromthe agency’ s perspective, premature review not only can
deprive the agency of the opportunity to refine, revise or clarify
the . . . matter at issue, but it also can deprive it of the
opportunity to resol ve the underlyi ng controversy on ot her grounds,

thus . . . avoiding the need for court proceedings.” Roosevelt

11 But cf. Brief for the United States as Ami cus Curiae at 24-
25, Walsh, 538 U S 644 (“[On January 18, 2001, the Secretary

approved a denonstration project for Maine . . . consist[ing] of
two conmponents: (1) a “Low Cost Drugs for the Elderly or D sabl ed”
(DEL) program . . . and (2) a non-DEL conponent, under which the

State pays two percent of the costs of non-DEL drugs purchased by
persons with inconmes bel ow 300% of the federal poverty level.”).
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Canpobello Int’l Park Commin v. United States Envtl. Prot. Agency,

684 F.2d 1034, 1040 (1st G r. 1982). At oral argunent, Miine' s
counsel presented exanples of statistics Maine may w sh to gather
on topics such as population fluctuation and the inpact of other
prograns.'> Miine may choose to revise the 350% FPL threshold
(Defs.” Reply at 3.); it may delay inplenentation pending
negotiations with manufacturers; or it may choose to forego
i npl enent ati on altogether for any nunber of reasons. Thus, the

chal | enged programis sinply too enbryonic to determ ne just what

12 MVai ne’ s counsel stated:

For exanple, Maine is a large, rural state w thout
a lot of population. |In addition, Maine is subject to
seasonal fluctuations of enploynment; tourism in the
summer, fishing, things of that nature.

The 200 percent versus 350 percent, the nunber of
peopl e that fl ow back and forth above that 200 percent on
a yearly basis in Miine may be such that the Secretary
concl udes after we present the statistics that [ 350%i s]
appropriate in the State of Mine.

Simlarly, in the State of Maine we have a variety
of progranms which appear to be accepted even by PhRVA
including [a] Drugs for the Elderly program The Drugs
for the Elderly program actually has nore people in it
than the Maine Rx Plus program has.

If one were to do a statistical analysis of the
nunber of people who are presently on DEL or [the] Drugs
for the Elderly program and who would also be in the
Mai ne Rx Plus programin this 350 percent, the 200 to 350
percent, one mght find that it’s a very small nunber

(Tr. at 22.)
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its contours will be when and if it is finally inplenented.
Therefore, Count | is not ripe for review at this tine.?*

The same can be said for PhRVA's claim in Count |1 that
Mai ne’s prior authorization schene constitutes a plan anmendnent
requiring HHS approval -- which approval has not been obtained.
ot ai ni ng approval for a plan amendnent is not easy. It requires
consi derabl e preparation and the presentation of evidence to the
Secretary. See Brief for the United States as Am cus Curi ae at 29,
Wal sh, 538 U. S. 644 (“The Secretary has infornmed State Medicaid
Directors that in submtting a plan anendnent, the State should be
prepared to denonstrate through appropri ate evi dence that the prior
aut hori zation programw || further the goals and objectives of the
Medi caid program ™) (internal quotation marks omtted). Because
t he schene may never be inplenented, it would be premature to force
Mai ne at this point to defend a programthat has not yet been fully

devel oped, let alone inplenmented. See Doe v. Bush, 323 F. 3d 133,

3 PhRVA cites to the statute’s use of the word “shall” at
various points to argue that it is only “ostensi bly” discretionary.
(Pl.”s Opp. at 7-8 (citing portions of Maine statute stating that
manuf acturers “shall enter into a rebate agreenent with [DHS]” and
DHS “shal | inpose prior authorization requirenents . . . in order
to encourage manufacturer . . . participation in the [Mine Rx
Plus] progranf).) However, the statute, as anended, clearly vests
discretion with DHS to inpose prior authorization only “to the
extent the departnment determines it is appropriate.” In light of
the statute’s wuse of this Ilanguage (which explicitly vests
authority to inplement (or not) in DHS) and based upon the facts
before the Court at this tinme, there can be little debate that the
i npl enentation of prior authorization under the anended statute i s
i ndeed di scretionary.
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138-39 (1st Cir. 2003) (“[T]hat the future event may never cone to
pass augurs against a finding of fitness.”) (quoting MIlnnis-

M senor v. Me. Med. Ctr., 319 F.3d 63, 72 (1st Gr. 2003)).

PhRVA asserts its nmenbers wll suffer great hardshipif review

is denied. See Rhode Island v. Narragansett |ndian Tribe, 19 F. 3d

685, 693 (1st Cir. 1994) (“The second part of the ripeness inquiry
evoked by declaratory judgnent actions is concerned with the
hardship to the parties that would result from a refusal to
consider granting relief.”). Specifically, PhRMA argues its
menbers will be placed squarely on the “horns of a dilemm,” Stern

v. United States Dist. Court for the Dist. of Mass., 214 F. 3d 4, 11

(1st Cr. 2000), forced to choose between acceding to Miine's
request for rebates or having their products subjected to prior
aut hori zati on. It may be true that PhRMA's nenbers have been
invited into a high stakes ganme of public policy poker with the
State of Maine and with each other. WII any nenber of PhRVA dare
to thunb its nose at Maine and refuse to provide rebates? If this
occurs, will others followsuit or wwll PhRVA's nenbers turn on one
another to gain a conpetitive advantage? O, mght a drug
manuf acturer sinply refuse to sell its products in Maine? These
are all difficult business decisions to be sure; but the prospect
of making difficult business decisions in a conpetitive marketpl ace
is not an injury for which one seeks redress in court. PhRVA

conplains that the State’s carrot-and-hidden-stick approach is
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unfair because “[a]Jt any nonent, the State could, in its
di scretion, pull that stick out frombehind its back and penalize
manuf acturers that have declined to pay the rebates demanded.

That Maine promses not to swing the prior authorization stick
today does nothing to prevent the State from doing so tonorrow.”
(Pl.”s Opp. at 12.) But the statute explicitly requires that prior
aut hori zation may be inplenented only “as permitted by aw’ and in
a manner “consistent with the goals of the MiineCare program and
the requirenents of the federal Social Security Act.” M. Rev.
Stat. Ann. tit. 22, 8§ 2681(7) (2004). Since it is possible for

Maine to inplenment its prior authorization wthout violating the

law, this Court nust assune it will until, in fact, it does not.
If Maine uses the stick instead of the carrot, it nust do so
within, and as permtted by, the law. |If Maine welds the prior

aut hori zation stick in an unlawful manner, as PhRVA fears and
anticipates, PhRVA (and its nenbers) surely know what to do about
it.

PhRVA al so presses the alternative formul ati on of the hardship
prong of the ripeness analysis suggested by Judge Selya in

Narragansett Indian Tribe, to induce this Court to take preenptive

action agai nst Mine: “Rat her than asking, negatively, whether
denying relief would inpose hardship, courts will do well to ask
in a nore positive vein, whether granting relief would serve a

useful purpose, or, put another way, whether the sought-after
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declaration would be of practical assistance in setting the

underlying controversy to rest.” Narragansett Indian Tribe, 19

F.3d at 693.

It is inportant, however, to recall that in Narragansett

| ndi an Tri be the question squarely presented was whet her the Indian

Gam ng Act applied to the settlenent |ands of the Narragansetts,
and what, if any, jurisdiction the state and nuni ci pal governnents
retai ned over those settlenment |ands. Judge Selya, in presenting
t he hardship question in this manner took pains to point out that
this formulation was no “radical departure” from the Suprene

Court’s holding in Abbott Laboratories or the First Crcuit’s own

precedents. Narragansett Indian Tribe, 19 F.3d at 693. Moreover,

as Judge Sel ya notes, the point of declaratory relief is to assist
the parties in understanding their |legal relationship. That need

was acute in Narragansett Indian Tribe because the Narragansett

Tri be, State of Rhode Island and | ocal officials were attenpting to
negoti ate a gam ng conpact pursuant to the Indian Gam ng Act, but
di sagreed substantially on the fundanental question whether that
Act applied to the settlenent |ands and whether the state and
muni ci pal governnents retained jurisdiction (and if so, how nuch)
over that land. Negotiations sinply were inpossible wthout the
parties know ng the answer to these questions. There was no
| oom ng future event that would either offer further clarity or

render the entire i ssue noot.
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Here, the parties clearly understand their relationship to
each other and they are engaging in arns-length dealings. The
State’s ability to utilize prior authorization is statutorily
aut horized. To be sure, it would make PhRVA' s nenbers’ task in
their negotiations nuch easier if they knew up-front whether
Maine’s prior authorization scheme would pass scrutiny if
i npl enented, but this Court does not believe that this is the type
of “useful purpose” or “practical assistance” Judge Selya had in
m nd when he authored his formul ation. Mreover, the First Grcuit
has cauti oned:

Especially when matters of great public nonent are
i nvol ved, declaratory judgnents should not be
pronounced unless the need is clear, not renote or
specul ati ve. :

[Courts should wi thhold declaratory relief as a
matter of discretion if such redress is unlikely to
palliate, or not needed to palliate, the fancied
injury, especially when refraining from issuing a
decl aratory judgnent avoids the premature adjudication
of constitutional issues. :

[We believe that declaratory judgnents concer ni ng
the constitutionality of government conduct will al nost
al ways be inappropriate when the constitutional issues
are freighted with wuncertainty and the wunderlying
gri evance can be renedied for the tine being wthout
gratuitous exploration of uncharted constitutiona
terrain.

El Dia, Inc. v. Hernandez Colon, 963 F.2d 488, 494 (1st Cr. 1992)

(internal quotation marks, alterations, and citations omtted).
PhRVA formally pleads that WMine has cleverly enacted an
“unrevi ewabl e” statute that provides Maine all the leverage it is

seeking in negotiating rebates from PhRVA's nenbers while
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insulating it fromjudicial scrutiny, and that unless this Court
takes action there will be no opportunity to challenge the prior
aut hori zati on schene. But that is a mscharacterization of the
si tuati on. What ever pressure PhRVA's nenbers may be feeling at
this tinme (and there is little record evidence on this point)
likely results nore fromthe conpetitiveness of the pharnmaceuti cal
i ndustry than from anythi ng Mai ne has done (or may do). It is not
this Court’s role to protect PhRVA's nenbers fromthe market pl ace.
PhRVA's nenbers remain free to refuse to grant a rebate to the
State of Maine under the Maine Rx Plus Program At that point,
Maine may or my not attenpt to subject the recalcitrant
manufacturer to its prior authorization schene. |If it does, and
PhRVA (or one of its nenbers) believes the schenme is
unconstitutional as inplenented at that tinme, then PhRVA may
reassert its challenge. |If Miine decides to inplenent its prior
aut hori zation schenme, or returns to a scheme whereby prior
aut horization is no longer discretionary, PhRVA wll be able to

reassert its challenge as well. See Concannon, 249 F.3d at 78

(“This decision is without prejudice to PhRVA s right to renewits
preenption chall enge after inplenmentation of the Act, should there
be evidence that Medicaid recipients are harned by the prior
aut horization requirenment ‘as applied.’”) (enphasis added). Put
sinply, there are many possi bl e scenari os which could devel op with

the i npl enmentati on of Maine Rx Plus. PhRMA, its nenbers, the State
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of Maine, and HHS may, at the appropriate tine, take whatever steps
are called for dependi ng on how the Mii ne Rx Plus programevol ves.
Mai ne has not succeeded in creating an “unrevi ewabl e” st at ut e,
as PhRMA cont ends, for another reason: the statute remains subject
to HHS review What ever disagreenents the Justices had in
eval uating Maine Rx, one thing is clear fromreading the various
opinions in Walsh: HHS has a significant role in determning
whet her Mai ne has overstepped its authority in enacting its Plan.
See Walsh, 538 U S. at 660 (opinion of Stevens, J.) (“[T]here is
al so a possibility that the Secretary may vi ew t he Mai ne Rx Program
as an anendnent to its Medicaid Plan that requires his approva
before it becones effective.”); id. at 672 (Breyer, J., concurring)
(stating that views of Secretary “are highly relevant” and
encouraging primary jurisdictionreferral); id. at 675 (Scalia, J.,
concurring) (suggesting enforcenent of Medicaid's primacy is in
HHS s hands, and that “Petitioner nust seek enforcenent of the
Medi cai d conditions by [HHS]”); id. at 681 (Thomas, J., concurring)
(“The Secretary i s expressly charged with determ ni ng whet her state
plans conply with the nunmerous requirements of 42 U S. C. 88
1396a(a), 1396a(b), 1396c¢.”). In fact, the plurality in Wal sh went
so far as to say that “it appears that the Secretary is likely to
take sone action wth respect to this program” Id. at 668
(opinion of Stevens, J.). Thus, while Miine’'s program is not

reviewabl e by this Court at this tine due to a |l ack of ripeness, it
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is not thereby rendered unreviewable. It is, and remains, subject
to review by HHS at the appropriate tinme. See id. at 672 (Breyer,

J., concurring) (“Institutionally speaking, [HHS] is better able

than a court to assenble relevant facts . . . and to make rel evant
predictions . . . .").%
C. Count IV -- The Anti-Retaliation O ause, the Commerce

Cl ause, and Ri peness

PhRMA chal l enges 8 2697(2)(D) of the Mine statute, which

provides that “[a] manufacturer . . . engages in illega
profiteering if that manufacturer . . . [i]ntentionally prevents,
limts, Jlessens or restricts the sale or distribution of

prescription drugs in [Maine] inretaliation for the provisions of
this chapter.” Illegal profiteering under the statute can result
incivil suit and treble (as well as punitive) danages. M. Rev.
Stat. Ann. tit. 22, 8§ 2697(2)(D) (2004). PhRVA argues that this
provi sion is unconstitutional because it arguably “prohibits drug
manuf acturers fromarrangi ng their interstate di stribution channels
in response to the Maine Rx Statute,” (Pl.’s Am Conpl. at 12),
whi ch vi ol ates the Commerce Cl ause. Because Mai ne has not enforced
the statute, PhRVA nust show a “‘credible threat’ of enforcenment.”

Stern, 214 F.3d at 11 (quoting New Hanpshire Right to Life

Political Action Comm v. Gardner, 99 F.3d 8, 14 (1st Cr. 1996));

see Rhode Island Ass’n of Realtors, Inc. v. \Witehouse, 199 F. 3d

4 This Court takes no position regardi ng whet her Mai ne Rx Pl us
is reviewable by HHS as it currently stands.
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26, 33 (1st Cir. 1999) (“To establish ripeness in a pre-enforcenent
context, a party nust have concrete plans to engage i nmedi ately (or
nearly so) in an arguably proscribed activity.”).

In ruling on PhRVA's Motion for Prelimnary Injunction, Judge
Hor nby stated that:

[ PhARVA] wants nme to declare . . . that if the

manufacturers nerely alter their distribution channels
out-of-state, they cannot be held |iable under this

provi si on. Al though that seenms to be a reasonable
conclusion, it is unnecessary and i nappropriate for neto
rule at this tine. . . . | have no specific actions by

manuf act urers on whi ch to base such a ruling, and a Mi ne
court mght construe this portion of the statute in a
narrow way that would avoid any constitutional issue.
PhRVA, 2000 WL 34290605, at *2. In this part of his opinion, Judge
Hor nby does not appear to have been nmaking a determ nation that
PhRVA' s cl ai mwas not justiciable for the purposes of a prelimnary
injunction, but rather a holding nore broadly that the claimwas

not ripe for review generally. In stating his position on this

poi nt, Judge Hornby cited Ernst & Young v. Depositors Econ. Prot.

Corp., 45 F.3d 530 (1st Gr. 1995), for the proposition that
“courts should avoid answering hypothetical questions.” PhRVA,
2000 WL 34290605, at *2. In Ernst & Young, the First Grcuit

upheld a district court’s dismssal of a declaratory judgnent
action on ripeness grounds. 45 F.3d at 535 (“In the first
instance, the district court dismssed E & Y's action due to
ri peness concerns. E & Y assigns error. We discern none.”)

(internal citation omtted); see also id. (“[A] court has no
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alternative but to dism ss an unripe action.”). Thus, while Judge
Hornby did not explicitly dismss the claimin his conclusion
since little has changed with respect to the basis for PhRW s
claimfromthen until now, this Court views his ruling as the | aw
of the case to the effect that PhRVA's claimhere is not ripe for
revi ew

PhRVA continues to press the argunent, however, and states
that “no one disputes that the Mine Rx Plus Program raises
manuf acturers’ costs of doing business in Maine.” (Pl.’s Opp. at
15) Thus, continues PhRVA, “manufacturers mght well [want to]
alter their business practices in response to the Maine Rx Plus
Program” (1d.) By way of exanple, PhRVA points specifically to
one pharmaceutical manufacturer that apparently changed its
distribution channels prior to the Mine statute becom ng
effective, so as to avoid becom ng subject to the law. See Rachel

Zimmerman & Laura Johannes, SnithKline Mai ne Move Fi nds Support,

The Wall Street Journal, Aug. 7, 2000, at B6 (“Thomas Johnson, a
spokesman for London-based SmthKline, says its recent decision to
halt drug sales to its Maine whol esal er won’t necessarily save the
conpany noney in the short term But, he says, ‘it prevents us
from suffering from a law that is vague and difficult to
interpret.’ M. Johnson adds that there will be no change in
availability or cost to consunmers in Miine.”). Because “the

contours of section 2697(2)(D) are extrenely vague,” (Pl.’s Opp. at
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15.), “economc logic . . . holds that at |east sone of PhRW s
menbers . . . are prevented from arranging the distribution
channels they would otherwi se prefer.” (Id. at 16.) Thi s
“Injury,” argues PhRVA, is sufficient to render the claimripe

(Id. at 14 (quoting Babbitt v. United FarmWrkers Nat’| Uni on, 442

U. S 289, 298 (1979) (“One does not have to await the consumrati on
of threatened injury to obtain preventative relief. If the injury
is certainly inpending, that is enough.”)).)

PhRVA' s argunent is far off the mark. Under Babbitt, PhRVA is
required to “allege[] an intention to engage in a course of conduct
arguably affected with constitutional interest, but proscribed by
[the] statute.” 289 U. S. at 298. Citing to “economc |ogic” and
a newspaper report about a decision a manufacturer nmade over four
years ago, and alleging that sone manufacturers mght desire to
alter their business practices, is plainly inadequate, even under
the liberal standard afforded on a Mbtion to Dismss, to create a
case or controversy sufficient to make this case justiciable by
this Court. See id. (“The basic inquiry is whether the
‘conflicting contentions of the parties . . . present a real,
substantial controversy between parties having adverse |[egal
interests, a dispute definite and concrete, not hypothetical or

abstract.’”) (quoting Railway Mail Assn. v. Corsi, 326 U S. 88, 93

(1945)). Thus, even if Judge Hornby’'s prior holding was not
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enough, the contention contained in Count IV is clearly not ripe
for review at this tine.

D. Count VI -- § 1983

Because this Court finds PhRVA's other clainms to be not ripe
for review, PhRVA's 8§ 1983 claim under Count VI is dismssed as
noot .

E. Primary Jurisdiction Referral

Because this Court finds PhRVA's other clainms to be not ripe
for review, PhRVA's Mdtion for Primary Jurisdiction referral is
Deni ed.

I11. Conclusion

For the foregoi ng reasons, the Court hereby ORDERS as fol | ows:

1. Plaintiff’s Mdtion for Primary Jurisdiction Referral is
DENI ED,
2. Def endants’ Modtion to Dismiss Counts I, Il, 1V and VI of

Plaintiff’s Anmended Conpl aint is GRANTED; and
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3. Def endants are permanently enjoined from enforcing the
provi sions of Me. Rev. Stat. Ann. tit. 22, 8 2697(2)(A) -
(B) on the basis of out-of-state transactions.?®

I T 1S SO ORDERED

WlliamE Snmith
United States District Judge
Dat ed:

> The Court previously issued a prelimnary injunctioninthis

case that prevented Miine from “seeking to enforce the illega
profiteering portion of the statute agai nst transactions that occur
outside the State of Mine.” PhRVA, 2000 W 34290605, at *7.

Mai ne does not contest this injunction. (Defs.’” Mdt. to Dism ss at
1.) Therefore, the Court now makes this injunction pernmanent.
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